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WW affr mRc»F M=)M0 
( R|<<{|4 M«sRl iWW ) 

srffcHjRFrr 

M %#, 5 Rt 2000 

RfT.RR.fR. 461 (3T).—^ 3ffo Tram WTO] 3Tft#m, 1940 (1940 RH 23) Rlt RTTT 33-R SHT TT4 tT ^iP+cI-rY RiT 
yRpi R>ic) ^<4,34|i]c}<, Rls sfrt ^hI 3l)fc(p4 a c h r il c hl ’HciiS'Dit «i)^ RY ct><R % 3i) t ilV 3^7 y^lRR <HMii) PfRH, 1945 
R' 3?t7 RTSTfRR RR% % fell <+>rdM-M fwif RiT PiHfcrf^RI UUNf faYY %t(Yr *RR>IT RHHI RT??ft t, RRT R>f ST^nFJRflT ^ 7ra] 

sRfRRRf rR '4144)1/1 %rrrYT fRifRRRif rtot t, y^i^id feRTurmT 1sftTRs rjrrtrY t fR >rrrtttfr 

RR, 1371 cli<l<a R), RRT /I'Jiyit R>Y yRi4i PiraY| 'Rf 3ffR*j-c|-ii ycMp;ici Rll'RTTcft'it', RfRRT R5) RRc-W R5RT RYRITcfl"f, 'loidltT'f^R 

RR SIRfR R>] RWlfaf % R?R1?( fRRIR fRiRT RmiRT; 

^i^aTT^iqT-gfnRRT.Rit^Tn^^^mi^is^^-sjiRftfRf^sTRf^^RimRTRT'^f, %RYRRfRR>n: 
fRRiRRRiiti 

3?t£r 3?ft 7J5M, •qf^^iff, TlfRR, wh f¥R>rai RSft RR §1*4^ fRRTR, WR«R afo RftRTT RnrRT 0 ! M4let4, 

rtr#t ^srttrt Mrsr, r^ ft^#-noooi rR RRf "an ririR f i 

Pl«H 

1. (i) fR fmf RR Rff^RT RTR sfafa afa; Tram FRlft (RTSftRR) fa*PT, 2000 11 
(il) ^ fRRR Tram if 3T%R TTPFR % y«hl^H Rft Riff® rY TPfR #Y I 

2. afNfa #1 Tram «mul fwr, 1945 ^ rtr xvu % araN fRqR 161 (4 ) % 11 tRrctrtrtrt, mpu sfh: 

3HT3^- (l^s Ffer) 3T*1RT iJRTRt afNfRRf Rf Rl) #R1 ’’ ?W % 3T?FtlT 3TR:R«rrfR?I f^RI UTTTTRT, 3?^;— 

161 (RT) 3H^Rt« (fRTS TTfFR) 31RRT-?pR] % f^rfR % fRT^ rtW rPTPTT 3^7 ^%31 RRIRI % RRRtiY ^3- 

(i) YRra^T^t 3TTg#R, fH5 3tq*n-Jjmf a^hfqiqf R1TfRRfiT fRIRT RTHT t, RFRlt Rit faftre 3T^^I3lf Ri) iJCT Ril^ % 
RF afhrfR % awl suvHt* rt wtm rh^ 1%5 Yrri sttotr simr affRftr orY r^ t aflr rh 

TTr^fl 3TT^KR R, f^ra^' 3TmT^R>fRjRT7TRlt, PtHfaP(j(cl ftlfr l PNR I ^?R f^lflf :— 
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(^>) fas ftftRT %T) 3>T TIP ; 

(13) faPinfai R>T RPT, Mrtl 3Ttr PllR^ Sftfrr Rif f«(Pi'Ht ,J l ftrMl RRI 

(R) «N 3tRt(T Fife RlPPR*; 

(R) fMhnh R?t tTRfar; 

(^) HR2R>! 

'Hr^ <i)^f Rli Rft n't?ci Msid 3fWfa URR RRfcftT niff % RT 3p|3JR)'-'5' I 

Rt ■'ftftcft 5TCT ti^r #Rfa % ?tacT faffatfal Rtf ’TIP 3tk W RfFR TPHTT^TT REIT srtfah RFf t, RFI1%#' RT aRREtf % 

^Tlf rt f=m 21 ft' si^f%d infaRtffl sir rrt atjjftjfta Rite tR§w« i • 

(2) 31]^^ 161 ^'3r^R% 

TfaRftfET Pqf«hrHl %3^ RT Rffalfft 4>t^> 33^1 f«IHI nRotcfn % ifcTR Rvt%Rt 'Uldl RtJ sltRfa R3 PiHlei(<aci 

ftr?lfeqT Rtf #R3 ^FTTRT ^TTli — 

(R») dii^ptant RtfRIR 3^T T TfTT; ' 1 

(3sr) RfF3MRRTtRWTift%f^^, <fr‘‘%RFi 

161 (13) ^RRRt^RTRePilRniRTFt, f^fRRfR3ftrfR3)R 1 R3rf?r^'R—^FRftfRftf%33 7 R^ift'%3m)R1FftfiSR^ 

ft) ^rfsRT an^f^-, fas 3TRRT -?pFf[ sfcrMr (^e 33 rrt yt’Ri^l fas sfa ^pftt #RfftRf r%r) r>t faf¥?h, 

fftst>R 33RRT fftcTRT Rff R^RT, RfR RRT fa" 1FT R3 ?R f'HHl % ST^RR t^RH R FFTTRT RRf Ft I 

[R. %. 11021/6/98—2Rt.f%.3I. (RT.fa.R.)] 
1(H R33TS, HfaR 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Indian Systems of Medicine and Homoeopathy) 

NOTIFICATION 

r 

New Delhi, the 5th May, 2000 

G.S.R. 461(E). —The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, 
which the Central Government proposes to make, after consulting the Ayurveda, Siddha and Unani Drugs Technical 
Advisory board, in exercise of the powers conferred by Section 33-N of the Drugs and Cosmetics Act, 1940 (23 of 1940), 
is hereby published as required by the said section for information of all persons likely to be effected thereby and notice 
is hereby given that the said draft rules will be taken into consideration after the expiry of a period of forty five days from 
the date on which the copies of this Official Gazette in which this notification is published, are made available to the 
public. 

Any objections or suggestions, which may be received from any person with respect to the said draft rules 
within the period specified above will be considered by the Central Government. 

Objections or suggestions, if any may be addressed to the Secretary, Department of Indian Systems of Medicine 
and Homoeopathy, Ministry of Health and Family Welfare, Indian Red Cross Society building, New Delhi-110001. 

DRAFT RULES 

1 (i) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 2000. 

(ii) They shall come into force on the publication of the fingd draft of these rules in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, under Part XVII, after Rules 161 (4) under heading “Labelling, 
Packaging and Limit of Alcohol in Ayurvedic (including Siddha) or Unani drugs” the following shall be inserted 
namely: 

161 (A). Exemption in labelling and packing provisions for export of Ayurvedic (including Siddha) or Unani 

drugs— 
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(1) Label on packages or containers of Ayurved, Siddha or Unam drugs for export may be adopted to meet the 
specific requirements of the law of the country to wliich the said drug is to be exported but the following particulars shall 
appear in conspicuous position on the innermost container in which drug is packed and every other covering in which 
the container is packed— 

(a) Name of the Ayurved, Siddha or Unani Drug (single or compound formulation); 

(b) The name, address of the manufacturer and the number of licence under which the drug has been manu¬ 
factured; 

(c) Batch or lot number; 

(d) Date of manufacture; 

(e) Ingredients. 

Provided that where Ayurved, Siddha and Unani Single or Compound drug not classified under First 
Schedule or single drug Schedule-E I is required by the consignee to be not labelled with the name and address of the 
manufacturer, the labels on packages or containers shall bear a code number as approved by the Licensing Authority 
mentioned in Rule 21. 

(2) The provisions of Rule 161 mentioned for Ayurved, Siddha and Unani drugs, shall not apply to a medicine 
made up ready for treatment, whether after or without alteration, which is supplied on the prescription of a registered 
medical practitioner provided that the medicines is labelled with the following particulars— 

(a) the name and address of the suppliers; 

(b) the words “For External Use Only” shall be printed if the medicine is for external application. 

161 (B). Prohibition of manufacture for sale or distribution unless labelled—Subject to the other provisions of 
these Rules, no person shall manufacture sell or distribute any Ayurvedic, Siddha or Unam drugs (including Patent or 
Proprietary Ayurvedic, Siddha and Unani medicines) unless it is labelled in accordance with these Rule. 

[No. K. 11021/6/98-DCC (ISM)] 
L. PRASAD, Jt. Secy. 
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